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Mr. N. EdwardEhddns,President
ContractManufacturing,Inc.
2813 DcSiardStreet
Monroe,Louisiana 71201

Dear Mr, Hakins:

Duringan inspectionon 10/31-11/5/%, of your facility,10WCMin Monroe,Louisiana,our
investigatorsdeterminedthat your firm is not registeredwiththe Food& DrugAdministration

t (FDA)as a MedicalDeviceManufacturer,nor are your prwiuctsapprovedand listed with the
Fcxxi& Drug Administration.Section51O(IC)of the FederalFood, Drug and CosmeticAct
(the Act)requires that all deviu manufacturersprovideprernarketnotificationto FDA. In
addition,all devicemanufacturersare requiredto registerand list their deviceswith FDA,
.Section 510 of the Act. Sinceyou have not registeredO:listedyour devicewiththe FDA,
your productsare deemedmisbrandedwithinthe meaningof the Act, SectionS02(o),

Deviceregistrationsand listing formsare enclosedalong withinstnc$ions for the completion
of theseforms.

Yourmanufacturingproceduresarc subjectto the GoodManufacturingPractices(GMP’s)
Regulations,21 CFR (Codeof Federal Regulations)Part 820. During the abovestated
inspection,our investigatorsobservedand documenteddeviationsfkomthe GMP’scausing
your productsto be adukcratedwithin the meaningof the Act, Section501(h). Thcac
deviationsinclude:no documentationthat devicehistory reeds are reviewedand approved;
no validationof equipmentused to seal the water sootherslteethcrs;no documentationthat
sterilizationdoes not adversely affect the plastic(haIfof the complaintsconcernempty
teethers);and no writtenproceduresfor the quarantine,acceptance,andlor rejectionof
components

The aboveidentificationof violationsis not intendedto be an all-inclusivelistof deficienciesat
your facility. it is your responsibilityto assureadherencewitheach requirementof the Good
ManufacturingPracticeRegulationsof the FederalFood, Drugand CosmeticAct.
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Federalagenciesare advisedof the issuanceof WarningLettersaboutdevicesso that theymay
take this informationintoaccountwhenconsideringthe award of contracts. AdditiwWy, no
ptcmarket submissionsfor devicesto whichthe (3MPdeficienciesare reasonablyrelatedwill
be cleared until the violationshavebeencorrected. Also, no requestsfor CertificatesFor
ProductsFor Exportwillbe approveduntil the violationsrelated to the subjectdeviceshave
been corrected.

Youshould take promptactionto correct these andall violationsexistingat your fm. Failure
to promptlycorrect thesedeviationsmay result in regulatoryactionbeing initiatedby the Food
and Drug Administrationwithoutfirther notkm Theseactions include,but are not limitedto,
seizure, injunction,andlor civil penalties.

Youshould noti~ this office in writing,within M workingdays of receiptof this fetter, of the
stepsyou have takento correct the notedviolations, includingan explanationof each step
being taken to identifyandmakecorrectionsto any underlyingsystemproblemsnecessaryto
agsurethat similar violations willnot recur. If correctiveactioncannotbe completedwithin 15
workingdays, statethe reasonfor this delay and the timewithinwhichthe correctionswill be
completed.

Your responseshouldbe directedto CarolynS. Olsen,ComplianceOfficer,U.S. Foodand
Drug Administration,4298ElysianFieldsAvenue,NewOrleans, Louisiana.70122-3848,
tekphone number(504)589-7166. Shouldyou haveany questionsconcerningthe contentsof
this letter, or if youdesirea meetingwith the agencystaff, do not hesitateto contactMrs.
OIsen.

Sincerely,

/@- A’4’fL-

JamcsE. Garnet
DistrictDirector
NewOrleansDistrict

Enclosure: FDA-483

cc: Joseph H. Hakina
Contract Manuhcturing,Inc.
2813 DeSiardStreet
Monroe, LOUiSh51 71201


